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Mr. Larry Polimcno
President and Chief Operating Officer
Mcdicai In form:ltion ‘[-cchnology, Inc.

Mcdi[cch Circle
Wcstwood, MA 02090

During an inspection of Medical Information Technology, Inc. conducted from December 17, 1996
through January 8, 1997, our investigators determined that your firm manufactures tid distributes
so fttvarc ivhich is wd in blood b~ankcomputer systems. Your firm, and hereinafter this letter, refers
to this dcvicc as the which operates on your~!lospital information

system. ‘~his product is a device as defined by Section 201(h) of the Fedelal Food, Drug, and

Cosmetic Act (the Act). The ~ provides additional features to the ~
,

The U.S. Food and Drug Administration had notified you firm by letters dated March31, 1994 and

February 10, 1995 [hat software products intended for LX in the manufacture of blood and blood
components u for the maintenance of data that personnel usc in making decisions regarding the
sui[abi]i(y of dt)[lor-s and the rclwe of blood or bloo(i components for transfusion or further
manufac{urc ~lrc dcvicus unc!cr section 201(h) of the Act. Despite this notification, company

l]~wmgcn](:r~tit~ti)rn~cdour i[]vcstigators at the inspcctiorl closcollt discussion that Meditech does not
cor)sidur itSCl!”ilIl]cdic;ll dcvicc nlunu!’actufcr. .

I“llis inspection r~’vc:llcd tt]at [I]csc dcviccs arc udultcratcd within the meaning of section 50 I(h) 0!’
[I]c Act ii] [1];1[ IIIC III CSIIIOC!SLIscd in, or the faci] itics or con[rols used for manufacturing, pilcking,
s(oragc, or ins[illl;l[i(~n;~rcnot in conformance with the current GUOC! Manufxturing Practice (GM I))
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for medical dcviccs regulations, as specified in Title21, Qdc of Fwkral Rc- ,(21 CFR) Part I
820, as follows: i,\

1. Failure to maintain an adequate device master record for the ~ ‘V]’ic]’ - i
includes device specifications, production process specifications and procedures, quality
assurw~cc procedures and speciflca. ions, and packaging and labeling specifications, as

I

required by 21 CFR 820,181.
,

2. “uFailure to maintain adequate device history records which demonstrate that the
~ is manufactured in accordance with its corresponding device mister record, as
required by 21 CFR 820,184.

3. Failure to establish an adequate quality assurance audit program, as required by 21 CFR
820.20(b) in that:

[1. Quality Assurance uudits arc not regularly scheduled.

b. Quality Assurance audits are not performed by individl]als who do not have direc
responsibility for the matters being audited.

c, Quali(v Assurance audits do not cover any quilli(y assurance activities~sociafcd wid4
[hc so f[~varc customization program.

4. Failure to establish an adequate complaint handling program for the~ as

required by 21 CFR 820.198 in that complaints are not reviewed by a formalty designated
uni[ :md compl;~ints which relate to a possible hazard to safety are not kept in a separate
portion 0!”[hc complaint file.

5. Failure to establish an adequate personnel training systcm as required by 21 CFR 820.25 in
th;lt there is not documentation of training and personnel arc not aware of the GMP and
MI)R regulatory rcc]uircmcnts under which your firm is required to operate.

.-
6. Failure to assure that the device specification changes are subject to controls as stringent as

those applied to the original design, as required by 21 CFR 820.100, in that so~warc defects
were idct]tilicd by users rather than identified during your software validation activities.
Ex:ln]plcs of these defects include such significant software elements as donor antibody
his[ory ~) and donor blood tYpC(~

, #-
AddititJt~:llly, [I]is it]spcction revc:]lcd t}m[your dcviccs arc misbrundcd within the meaning o[-scc[i[~l]
j~~(t~(~j ~1[”[Ilc /\ct, ill tll;lt yollr (lrf~] f(~i]~dto submit il]f~rnlatio[l to tl~c FDA us required by [Ilc

n]cdic:~l dcvicc rc;x)rting (MDR) rcgulation$ us spcciflcd in 2 I CI; R [’art 803, Sptxificully, your !irll~
f’ailed to subtllit reports on u[ Icilst three (3) occasions [Iftcr rccciving informfition wl]icl] IlilLi

rcilson:lbl>’ suggested tl]ut your dcvicc hud malfunctioned and were thut nlalrunctiol] to recur, ite ~vould Ix Iikcly [~)C:lUSCor contribute to a serious ir~jury or dc:~th in that unsuitable blood coLIld bc
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released. “I”hcsc three (3) instances, rcfcrcnccd by your development tracking system control

.~,~~d~ Further, your fim~ has failed to establish written MDRnumbers arc”

procedures, as required by21 CFR 803.17.

A iwitten MDR report for the above incidents and all other reportable incidents received by your

firm within the two year period prior to the date of this letter whicl] have not been reported to the
agency must be submitted within fifteen (15) working days of receipt of this letter. If these reports
carmot bc submitted within fifteen ( 15) working days, provide a tabulation of the repo~ts; sta[e when
the reports will be submitted, and explain why each report cannot be submitted wit!~in fifteen ( 15)
Jvorking days. The MDR reports and tabulations should refcrencc this Warning Letter and bc

dircctcd to:

Food md Drug Administration
Center for Llcvices and Radiological Health
‘~~:dical Dcvicc Reporting

~)() [~OX 3002
Rockvi]lc, MD 20847-3002

“1’IICahovc Iis[cd deviations arc not intended to bc an all-inclusive list ofthosc whicil may exist at
your lir]~~. 1[ is your responsibility to ensure ;dhcrcrlcc to each rcquircrncnt of the Ac[ and [he
regulations. “1’hcspecific violations noted in this letter and in the FDA-483 issucdJt the closeout

of t]w inspcc[ion may bc symptomatic of serious underlyingproblemsin your firm’snlarltlfi~cturil~g,
and quality assurance systems. You arc responsible for investigating and determining the causes of
the violations identified by the FDA. lfthe causes arc determined to be systems problems you must

prolllptly illitiatc pumancnt corrective actions, Federal agencies arc advised of the i=uancc of all

Warning Lc[tcrs ubout drugs and dcviccs so that they may take this information into account when
considering the awarct ofcontractt.

You should [akc prompt action to correct [hesc deviations. Failure to do so may result in r;gulator-j

;lction without further notice. Tt].1~.action includes, but is not limited to, seizure, injunction {ln(i/or
civil pcn[ll tics.

...

You should n(~ti[y this offlcc in writing, within flftccn (15) working days of rcccipt of this Icttcr, o!’
tl]c spcci~ic steps you have lLACIIto corruct the noted violations, including an cxp
s(cp hcing t:~kcn t~~prevent the recurrence o!’similar violations.
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ofliccr,; ~[(617)279-1675, {;xt. 125rmdthc abovcaddrcss.

Sinccrcly,
.-

J$’iizirc’”)/’7-
r;jstrict Dir;ctor
New England District Of!lcc

*

.- *
.-
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